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DETAILED ACTION 
Response to Arguments 

Applicant's arguments with respect to claims 1-37 have been considered but are 
moot in view of the new ground(s) of rejection. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise 
extension of the "right to exclude" granted by a patent and to prevent possible harassment by multiple 
assignees. A nonstatutory obviousness-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated by, or would 
have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 
(Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 
887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 644 
(CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground provided 
the conflicting application or patent either is shown to be commonly owned with this application, or claims 
an invention made as a result of activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal disclaimer. 
A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

1. Claims 1-37 stand rejected on the ground of nonstatutory obviousness-type 

double patenting as being unpatentable over claims 1-17 of U. S. Patent No. 7,123,953. 

Although the conflicting claims are not identical, they are not patentably distinct from 

each other because Patent '953 discloses the "risk of cardiac arrhythmia" which can be 

caused by cardiac ischemia. Therefore, it would be obvious to sense cardiac ischemia, 

a precursor to cardiac arrhythmias, to add in the determination of cardiac or 



cardiovascular health. 
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Claim Rejections - 35 (JSC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1. Claims 1-37 are rejected under 35 U.S.C. 103(a) as being obvious over Starobin 

et al. (US Patent Publication 20030130586 A1 (now U.S. 7,123,953), (hereafter referred 

to as Starobin et al '586). Starobin et al '586 discloses a method of assessing 

cardiovascular health, specifically the "predisposition to cardiac arrythmias"(page 15, 

paragraph 191). Additionally, Starobin et al '586 discloses on page 15, paragraph 191, 

"all above-mentioned signal-processing steps may be used to quantitatively assess 

susceptibility to cardiac ischemia and, as a simultaneous option, cardiovascular system 

health of a particular individual under test". 

Although, Starobin et al '586 discloses the claimed invention, as described 

below, except for the comparison of a first and second RR interval to each other. It 

would have been obvious to one having ordinary skill in the art at the time the invention 

was made to modify the QT and RR interval comparison as taught by Starobin et al '586 

with a just an RR interval comparison since Starobin et al '586 discloses that it was well 

known at the time the invention was made to compare the RR intervals to each other, 

as recited on page 3, paragraph 29, "the prior art methods are either concerned with 

their mean values, or spatial variations or, as in the case of the heart rate variability, 
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with temporal RR fluctuations considered without any reference to the QT fluctuations". 
Therefore, it would have been obvious to just compare the RR interval. 

As to claim 2, "part of the application software performs the next step (4e), which 
is smoothing, filtering or data fitting, using any suitable functions, in order to obtain 
sufficiently smooth QT and RR slow trends for each gradual stage"(page 15, paragraph 
191). 

As to claim 5, Starobin et al '586 discloses in claim 2, located in col. 34, that the 
"interval data sets are collected under quasi-stationary conditions". 

As to claim 6-7, Starobin et al '586 discloses in claims 3 and 4, located in col. 34, 
that the "stage of gradually increasing heart rate and said stage of gradually decreasing 
heart rate are each at least 3 minutes in duration"(claim 3) and the "stage of gradually 
increasing heart rate and said stage of gradually decreasing heart rate are together 
carried out for a total time of from 6 minutes to 40 minutes"(claim 4). 

As to claim 8, Starobin et al '586 discloses in claim 5, located in col. 35, that the 
"both said stage of gradually increasing heart rate and said stage of gradually 
decreasing heart rate are carried out between a peak rate and a minimum rate; and said 
peak rates of both said stage of gradually increasing heart rate and said stage of 
gradually decreasing heart rate are the same". 

As to claims 10-11, Starobin et al '586 discloses in claims 6 and 7, located in col. 
35, that the "stage of gradually decreasing heart rate is carried out at at least three 
different heart-rate stimulation levels"(claim 6) and the "stage of gradually increasing 
heart rate is carried out at at least three different heart-rate stimulation levels"(claim 7). 
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As to claim 12, Starobin et al '586 discloses in claim 8, located in col. 35, that the 
"stage of gradually increasing heart rate and said stage of gradually decreasing heart 
rate are carried out sequentially in time". 

As to claim 1 3, Starobin et al '586 discloses in claim 9, located in col. 35, that the 
"stage of gradually increasing heart rate and said stage of gradually decreasing heart 
rate are carried out separately in time". 

As to claim 14, Starobin et al '586 discloses in claim 10, located in col. 35, that 
the "said heart rate during said stage of gradually increasing heart rate does not exceed 
more than 120 beats per minute". 

As to claim 15, Starobin et al '586 discloses in claim 11, located in col. 35, that 
the "said heart rate during said stage of gradually increasing heart rate exceeds 120 
beats per minute". 

As to claims 19-28, as depicted in figures 4a and 4b, the steps 47a and 47b, 
employs the steps of domain determination and the synthesis of a hysteresis loop. 

As to claims 29-30, Starobin et al '586 discloses in claim 13, located in col. 35, 
"the steps of: (g) treating said subject with a cardiovascular therapy; and then (h) 
repeating steps (a) through (f) to assess the efficacy of said cardiovascular therapy, in 
which a decrease in the quantitative indicium from before said therapy to after said 
therapy indicates an improvement in cardiac health in said subject from said 
cardiovascular therapy". 

As to claim 31, Starobin et al '586 discloses in claim 14, located in col. 35, 
"wherein said cardiovascular therapy is selected from the group consisting of aerobic 
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exercise, muscle strength building, change in diet, nutritional supplement, weight loss, 
stress reduction, smoking cessation, pharmaceutical treatment, surgical treatment, and 
combinations thereof. 

As to claims 32-37, Starobin et al '586 discloses the employment of a computer 
system and computer program to measure cardiac or cardiovascular health. 

Claim Objections 

1 . Claims 6-7 are objected to because of the following informalities: "out at at least". 
The examiner recommends changing the claim to delete the repetition of "at". 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alyssa M. Alter whose telephone number is (571) 272- 
4939. The examiner can normally be reached on M-F 9am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Alyssa M Alter 
Examiner 
Art Unit 3762 
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PRIMARY EXAMINER 




